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« THE UNITED STATKS PATENT **> TKADEHAKK OF*XC E 

Examiner, J- Wilson 



Group Art Unit: 1211 



In re the Application of 
GRAHAM EDMUND KELLY 
Application No. 08/338,567 
Filed t January 12, 1995 
For- HEALTH SUPPLEMENTS 

containing phyto-oestrogens 

ANALOGUES OR METABOLITES 

t . craha. «-a K^ixy. . citizen of ^ RMd| 

Commonwealth of Australia, resldxng at 1/4 do 

..orthbridge. New south Wales. 

solemnly and sincerely declare as follows. 

j. I „ Chief Executive Officer of Horvet I*d. and 
a. the inventor of the subject application. 

, I am a research scientist and hold the degrees 
of Ba chelor'of .oience -----^ of 

"r'a^T^ orT^osophy frc the university of 
Sydney (1969) . ana u medical and 

Sydney (1972) - I 1-ve worked xn the fxel 
veterinary research for approximately twenty 

3 i nave read the- Office Action in connection 
wit* U.S. Patent Application No. 08/338,5*7 by Examiner 
Wilson, dated 10 September 1996. 

4 The health supplement composition comprising an 

* ' ™ or clover as claimed in the patent 
extract from soya or clover ther apeutic 

appli cation has been ^ under my 

" eat ^; I/ 0 "! /of ^treatments are set forth fcelow. 
supervision. uewii 
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Compositions 

• • 0 vtract of soya or clover 

Compositions comprising an extract o y 
./in accordance with Examples l and 2 at pages 18 
were prepared in accorw nD /-,,«, c 67 These 

and „ of the subject application <>""^- . * invenClve 
.*v»««a for convenience referred to as 

« - - 120 - 

ISO mg and 240 mg of phyto-estrogen. 



Treatments 

Proetat 0 Cancer, 



Two patient diagnose with prostate =»nc e r were 
treated initially inventive composition co ring 

treated i subse<rle ntly 120 mg per day phyto- 

240 mg per day. ana 1 f prostate cancer, were 

estrogen. The PSA levels, a f ° * no rise in the 

stabilized in these patient, and there has b of 
PSA levels subsequently. This demonstrates the 
prostatic cancer in these individuals. 

X further patient diagnosed with malignant prostate 
f.ax 13 1 M/M «*• treated with the inventive 
cancer (P« "^ "^^^ „ as „eated with the composition 

p"lay phyto-estrogen. seven days prior to 
comprising WO "» ^ 1 ' aB ^ tiw „ as of the pre- 

prostateotomy H ^" 1 ° 91 che pro8t ,tectomy specimen. The 
operative needle P ^ 

needle biopsy revealed low gr a micro va=uolation 
The prostatectomy specimen showed mild patchy ^ 
and prominent apoptosis ^*^ B c J^s in «» 

were negative for malignancy The deg ^ ^ 

prostatectomy specimen, especially 
treatment o£ the prostatic cancer. 
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orally on a daily basis. The patent ^b,t«d 

t^me 3S , which — ^"^"71 1 she 

n _ m „ Hpr symptoms did not return 
reduced to 80 mg . »« r sy " v . 

«-« have relief from mastalgia. 
continues to nave icj-j. 

jt_i_i Tlr-n-tr— 1 g Y^ drOTfle 

treated with 80 mg per day of the 
Nine women were treated wx well -described 

various symptoms was observea 
Wpno pause 

Eigftt -nap— — ai - ided int ° r e 9roups 

ot £ our and treated with either 4. « 1™ 

invent^ co^osition ^^-"^n^Lce.: coition. 

Fo ur patients were also treated * £ of hot flusheB . 

night sweats, ores. 9 tr «t m ent groups. A 

m ean cholesterol levels a t ^ ^ 

significant change xn menstrual ^ ^ mg 
a ose response change - ~ ^ p „ day wa9 the 

«~ — t OE OTU sai 

■u , n, 9t - a composition according 
5 These studies show that a comp 

• m m described and claimed in U.S. Patent 
to the invention deserve treatment of: 

_ „ /,, a c;*;-7 is effective in 
Application No. 08/338,567 is 



prostate cancer 



02/28/97 16:36 11215 563 4044 DAN DORFMAN PHL ^ @018 

1 a 



- 4 



• Benign or cystic breast disease 

(enastalgia) 

• Pre -menstrual syndrome 

• Symptoms of menopause 

6 as shown in the Examples 3 and 4 at pages 19 
and 20 of the subject application 09/33S.S67. a composition 
ana 20 01 J „ffpr.tive in the treatment of 

according to the invention was affective in 
elevated levels of cholesterol in the blood stream. 

The undersigned declares further that ,11 statement, 
made herein of hi. own knowledge are true and that all 
statements made on information and belief 
true- and further, that the statements are made with the 
v iLZl that willful false statements and the like so made 

bY ^ne or imprisonment, or both, under Section 
Zo. Z Title x. of the United St.es Code, and such wilful 
false statements may jeopardize the validxty of the 
application or patent issuing thereon. 



DATE 



GRAHTkM EDMOND KELLY 



